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which it is advertised or represented:
Provided, however, That such informa-
tion may be omitted from the dispens-
ing package if, but only if, the article
is a device for which directions, haz-
ards, warnings, and other information
are commonly known to practitioners
licensed by law to use the device. Upon
written request, stating reasonable
grounds therefor, the Commissioner
will offer an opinion on a proposal to
omit such information from the dis-
pensing package under this proviso.

(d) Any labeling, as defined in section
201(m) of the act, whether or not it is
on or within a package from which the
device is to be dispensed, distributed by
or on behalf of the manufacturer, pack-
er, or distributor of the device, that
furnishes or purports to furnish infor-
mation for use of the device contains
adequate information for such use, in-
cluding indications, effects, routes,
methods, and frequency and duration
of administration and any relevant
hazards, contraindications, side effects,
and precautions, under which practi-
tioners licensed by law to employ the
device can use the device safely and for
the purposes for which it is intended,
including all purposes for which it is
advertised or represented. This infor-
mation will not be required on so-
called reminder—piece labeling which
calls attention to the name of the de-
vice but does not include indications or
other use information.

(e) All labeling, except labels and
cartons, bearing information for use of
the device also bears the date of the
issuance or the date of the latest revi-
sion of such labeling.

§ 801.110 Retail exemption for pre-
scription devices.

A device subject to § 801.109 shall be
exempt at the time of delivery to the
ultimate purchaser or user from sec-
tion 502(f)(1) of the act if it is delivered
by a licensed practitioner in the course
of his professional practice or upon a
prescription or other order lawfully
issued in the course of his professional
practice, with labeling bearing the
name and address of such licensed prac-
titioner and the directions for use and

cautionary statements, if any, con-
tained in such order.

§ 801.116 Medical devices having com-
monly known directions.

A device shall be exempt from sec-
tion 502(f)(1) of the act insofar as ade-
quate directions for common uses
thereof are known to the ordinary indi-
vidual.

§ 801.119 In vitro diagnostic products.

A product intended for use in the di-
agnosis of disease and which is an in
vitro diagnostic product as defined in
§ 809.3(a) of this chapter shall be
deemed to be in compliance with the
requirements of this section and sec-
tion 502(f)(1) of the act if it meets the
requirements of § 809.10 of this chapter.

§ 801.122 Medical devices for process-
ing, repacking, or manufacturing.

A device intended for processing, re-
packing, or use in the manufacture of
another drug or device shall be exempt
from section 502(f)(1) of the act if its
label bears the statement ‘‘Caution:
For manufacturing, processing, or re-
packing’’.

§ 801.125 Medical devices for use in
teaching, law enforcement, re-
search, and analysis.

A device subject to § 801.109 shall be
exempt from section 502(f)(1) of this act
if shipped or sold to, or in the posses-
sion of, persons regularly and lawfully
engaged in instruction in pharmacy,
chemistry, or medicine not involving
clinical use, or engaged in law enforce-
ment, or in research not involving clin-
ical use, or in chemical analysis, or
physical testing, and is to be used only
for such instruction, law enforcement,
research, analysis, or testing.

§ 801.126 Exemptions for cigarettes
and smokeless tobacco.

Cigarettes and smokeless tobacco as
defined in part 897 of this chapter are
exempt from section 502(f)(1) of the
Federal Food, Drug, and Cosmetic Act.
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